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fluorochrome has been selectively at-
tached to serum protein antibody mol-
ecules in suspension. The amount of
light emitted by the fluorochrome
label is detected by a photodetector,
which converts light energy into elec-
trical energy. The amount of electrical
energy registers on a readout system
such as a digital voltmeter or a record-
ing chart. This electrical readout is
called the fluorescence value and is
used to measure the concentration of
antigen-antibody complexes.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25047, June 12, 1989]

§ 866.4540 Immunonephelometer
equipment.

(a) Identification. Immuno-
nephelometer equipment for clinical
use with its electrical power supply is
a device that measures light scattering
from antigen-antibody complexes. The
concentration of these complexes may
be measured by means of reflected
light. A beam of light passed through a
solution is scattered by the particles in
suspension. The amount of light is de-
tected by a photodetector, which con-
verts light energy into electrical en-
ergy. The amount of electrical energy
registers on a readout system such as a
digital voltmeter or a recording chart.
This electrical readout is called the
light-scattering value and is used to
measure the concentration of antigen-
antibody complexes. This generic type
of device includes devices with various
kinds of light sources, such as laser
equipment.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25047, June 12, 1989]

§ 866.4600 Ouchterlony agar plate.
(a) Identification. An ouchterlony

agar plate for clinical use is a device
containing an agar gel used to examine
antigen-antibody reactions. In
immunodiffusion, antibodies and anti-
gens migrate toward each other

through gel which originally contained
neither of these reagents. As the re-
agents come in contact with each
other, they combine to form a precipi-
tate that is trapped in the gel matrix
and is immobilized.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25047, June 12, 1989]

§ 866.4800 Radial immunodiffusion
plate.

(a) Identification. A radial
immunodiffusion plate for clinical use
is a device that consists of a plastic
plate to which agar gel containing
antiserum is added. In radial
immunodiffusion, antigens migrate
through gel which originally contains
specific antibodies. As the reagents
come in contact with each other, they
combine to form a precipitate that is
trapped in the gel matrix and immo-
bilized.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807.

§ 866.4830 Rocket
immunoelectrophoresis equipment.

(a) Identification. Rocket
immunoelectrophoresis equipment for
clinical use is a device used to perform
a specific test on proteins by using a
procedure called rocket
immunoelectrophoresis. In this proce-
dure, an electric current causes the
protein in solution to migrate through
agar gel containing specific antisera.
The protein precipitates with the
antisera in a rocket-shaped pattern,
giving the name to the device. The
height of the peak (or the area under
the peak) is proportional to the con-
centration of the protein.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25047, June 12, 1989]
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